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Animal and Plant Health Inspection Service, USDA § 113.3 

EDITORIAL NOTE: Nomenclature changes to 
part 113 appear at 79 FR 55969, Sept. 18, 2014. 

APPLICABILITY 

§ 113.1 Compliance. 

The regulations in this part apply to 
each serial or subserial of a licensed bi-
ological product manufactured in a li-
censed establishment and to each serial 
or subserial of a biological product in 
each shipment imported for distribu-
tion and sale. 

§ 113.2 Testing aids. 

To better ensure consistent and re-
producible test results when Standard 
Requirement tests prescribed in the 
regulations are conducted, National 
Veterinary Services Laboratories, U.S. 
Department of Agriculture, may pro-
vide testing aids, when available, to li-
censees, permittees, and applicants for 
licenses and permits. Such aids shall be 
as follows: 

(a) Supplemental Assay Method 
(SAM) is a technical bulletin con-
taining detailed instructions for con-
ducting a test. Such instructions shall 
be in accordance with the procedures 
currently being followed at National 
Veterinary Services Laboratories and 
as improved, proven procedures are de-
veloped, shall be revised and reissued 
prior to application. 

(b) Standard Reference Preparation 
is a serum, virus, bacterial culture, or 
antigen to be used in test systems for 
direct comparison with serials of bio-
logical products under test. 

(c) Standard Test Reagent is a serum, 
antitoxin, fluorescent antibody con-
jugate, toxin, virus, bacterial cultural, 
or antigen to be used in test systems 
but not for direct comparison with se-
rials of biological products under test. 

(d) Seed cultures are small quantities 
of standard organisms to be propagated 
by the recipient to establish a supply 
for use. 

(e) Test Code Number is a number as-
signed by Animal and Plant Health In-
spection Service to each test procedure 
specified in the Standard Requirements 
and in each filed Outline of Production 
where such test is conducted to support 

a request for release of a serial or sub-
serial. 

[39 FR 21041, June 18, 1974, as amended at 40 
FR 758, Jan. 3, 1975; 50 FR 21799, May 29, 1985; 
56 FR 66784, Dec. 26, 1991] 

§ 113.3 Sampling of biological prod-
ucts. 

Each licensee and permittee shall 
furnish representative samples of each 
serial or subserial of a biological prod-
uct manufactured in the United States 
or imported into the United States as 
prescribed in this section. Additional 
samples may be purchased in the open 
market by a Animal and Plant Health 
Inspection Service representative. 

(a) Either an employee of the Depart-
ment of Agriculture, of the licensee, or 
of the permittee, as designated by the 
Administrator shall select prerelease 
samples of biological product in the 
number prescribed in paragraph (b) of 
this section. Each sample shall be 
marked for identification by the person 
making the selection after which they 
shall be packaged by the licensee or 
permittee, as the case may be, and for-
warded to National Veterinary Serv-
ices Laboratories; except that an em-
ployee of the Department may forward 
or deliver the samples to National Vet-
erinary Services Laboratories if such 
action deemed advisable by the Admin-
istrator. 

(1) Selection shall be made as fol-
lows: 

(i) Nonviable liquid biological prod-
ucts—either bulk or final container 
samples of completed product shall be 
selected for purity, safety, or potency 
tests. Biological product in final con-
tainer shall be selected to test for via-
ble bacteria and fungi. 

(ii) Viable liquid biological products; 
samples shall be in final containers and 
shall be randomly selected at the end 
of the filling operation. Bulk con-
tainers of completed product may be 
sampled when authorized by the Ad-
ministrator. 

(iii) Desiccated biological products; 
samples shall be in final containers and 
shall be randomly selected if des-
iccated in the final container. Biologi-
cal products desiccated in bulk shall be 
sampled at the end of the filling oper-
ation. 
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